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CLINICAL RESEARCH EXPERIENCE 

Since 1986, Df. Michael II. Davidson has served as Principal Investigator in a vast number of 
studies in the following areas: 

• Hypercholesterolemia 

• Claudication 

• Food, Nutrition and Diet 

• Heart Failure/Myocardial Infarction 

• Hypertension 

• Obesity 

• Diabetes 

• Smoking Cessation 

• Osteoporosis 

The following is a list of selected studies conducted to date: 

1. A 4-Year Population-Based, Randomized, Open-Label Study Comparing the Effect of 
Aggressive Lipid Lowering with XXXXXX Versus Usual Care in Hypercholestetolemic Patients 
with Coronary Artery Disease at Risk of Adverse Outcomes. (259) 

Principal Investigator: Michael Davidson, M.D, 

2. ' A Multi-center, Randomized, Double-Blind, Four Arm, Parallel Group Trial to Evaluate the 

Separate and Combined Effects of XXXXXXXXXXXXXX and XXXXXXXXXXXXX. (304) 

Principal Investigator: Michael Davidson, M. D. 

3. A Randomized, Double-Blinded, Parallel Group Evaluation of XXXXXX. (356) 

Principal Investigator: Michael Davidson, M. D. 

XXXXXXXXXXX as Adjunctive Therapy in Subjects with Type 2 Diabetes Mellitus Not Well 
Controlled on XXXXXXXXXXX: A Three-Month Open-Label, Parallel Comparative Trial 
with Optional One Year Extension. (426 & 426 Ext.) 

Principal Investigator: Michael Davidson, M. D. 

5. A Randomized, Double-Blind, Active-Controlled Evaluation of the Dose-Response of XXXX in 
Patients with Intermittent Claudication. (510) 

Principal Investigator: Michael Davidson, M. D. 

6. A Randomized, Double-Blind, Placebo-Controlled, Escalating Dose and Pharmacokinetic Study 
to Evaluate the Safety of the XXXXXXXXXXXX. (608) 

Principal Investigator: Michael Davidson, M. D. 

7. A Randomized, Double-Blind, Parallel Group Evaluation of XXXXXXXXXX. (650) 

Principal Investigator: Michael Davidson, M. D. 

8. The Efficacy and Safety of XXXX for the Treatment of Mild to Moderate Obesity: A 
Randomized, Double-Blind, Placebo-Controlled Trial. (659) 

Principal Investigator: Michael Davidson, M. D. 
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9. A Randomized, Double-Blind, Placebo-Controlled Trial of the Effect of XXXXX. (667) 
Principal Investigator: Michael Davidson, M. D. 

10. A Randomized Study to Evaluate the Effect of XXXXXXXXX. (669) 

Principal Investigator: Michael Davidson, M. D. 

11 - A Multi-center, Randomized, Open-Label, Parallel Study to Evaluate XXXXXXX. (683) 
Principal Investigator: Michael Davidson, M. D. 

12. A Twenty-eight Week, Double-Blind and Observer-Blind to Lipid Values, Active-Controlled. 
Randomized, Parallel-Group, Multi-center Study to Assess the Safety and Efficacy of 
XXXXXXXXX Administered Once Daily at Bedtime in Patients with Primary 
Hypercholesterolemia Compared to XXXXX. (685) 

Principal Investigator: Michael Davidson, M.D. 

13. A Twenty-eight Week, Open-Label, Multi-Center, Extension Study to F351-E00 to Prospectively 
Evaluate the Long-Term Safety and Efficacy of XXXXXX XX Mg Slow Release (SR) 
Monotherapy in Patients With Primary Hypercholesterolemia (685X) 

Principal Investigator: Michael Davidson, M.D. 

14. A Randomized, Double-Blind, Trial of XXXXXX vs. Placebo in Patients With Primary 
Hypercholesterolemia (693) 

Principal Investigator: Michael Davidson, M.D 

15. Phase II Double -Blind, Placebo-Controlled, 4-Week Multiple Dose Evaluation of XXXXX For 
Its Safety, Toleration and Efficacy for Increasing XXXX in Older Men and Women. (695) 
Principal Investigator: Michael Davidson, M.D. 

16. A Multi-Center, Double-Blind, Randomized, Placebo-Controlled Study Evaluating XXXXXX 
XXXXXX Daily for the Treatment of Episodic Heartburn. (701) 

Principal Investigator. Michael Davidson, M.D. 

17. A Multiple-Dose Safety, Pharmocokinetic and Pharmocodvnamic Study of XXXX Relative to 
XXXX 

Principal Investigator. Michael Davidson, M.D. 

18. Collection of Normal Human Plasma. (711) 

Principal Investigator: Michael Davidson, M.D. 

19. The Efficacy and Safety of XXXXX for the Treatment of Constipation: A Randomized, Double- 
Blind, Placebo Controlled Pilot Trial. (712) 

Principal Investigator: Michael Davidson, M.D. 

20. A Randomized, Double-Blind, Parallel, Placebo-Controlled, Multi-center Study to Evaluate the 
Efficacy of XXXXX Therapy in Patients with Hypertryglyceridemia. (720) 

Principal Investigator: Michael Davidson, M.D. 

21. Randomized, Double-Blind, Placebo-Controlled Re-challerige Test of XXXXX. (722) 

Principal Investigator: Michael Davidson, M.D. 

22. Phase I Double-Blind, Placebo-Controlled, Multiple Dose Evaluation of XXXXX, For It’s 
Safety, Toleration and Efficacy in Calorically Restricted Men and Women. (728) 
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Principal Investigator: Michael Davidson, M.D. 

23. A 1-Year Randomized, Double-Blind, Placebo-Controlled, Multi-center Study Comparing the 
Efficacy of XX and XX XXXXXX in Patients with Peripheral Vascular Disease (74-0) 

Principal Investigator: Michael Davidson, M.D. 

24. The Effect of LDL-cholesterol Lowering Beyond Currently Recommended Minimum Targets 
on Coronary Heart Disease (CHD) Recurrence in Patients With Pre-Existing CHD (744) 
Principal Investigator: Michael Davidson, M.D. 

25. A Double-Blind, Randomized Placebo Controlled Trial of Three Doses of XXXXXX and 
XXXXX for the Prevention of Postmenopausal Osteoporosis. (761) 

Principal Investigator: Michael Davidson, M.D. 

26. Comparison of the Prevalence of Cardiac Valvular Abnormalities in Patients Treated with 
XXXXX and XXXX in Combination for at Least Three Consecutive Months Versus Untreated 
Controls, as Assessed by Echocardiogram. (769) 

Principal Investigator: Michael Davidson, M.D. 

27. A Multi-center, Double-Blind, Completed-Block, 3-Period, Crossover Study to Evaluate the 
Effect of XXXXX on Postprandial Hyperlipidemia in Patients with Combined Hyperlipidemia. 
(800) 

Principal Investigator; Michael Davidson, M.D; 

28; A Long-Term, Open-Label, Multi-Center Trial of the Safety and Efficacy of XXXXXX in 
Patients With Dyslipidemia. (938) 

Principal Investigator: Michael Davidson, M.D. 

29. A Multi-center, Randomized, Parallel Group Study to Evaluate the Effect of Dosing Time on 
Efficacy and Safety of XXXXX in Patients with Primary Hypercholesterolemia. (939) 

Principal Investigator: Michael Davidson, M.D. 

30. A Double-Blind, Randomized Comparison of the Efficacy and Safety of 52 Weeks of XXXXXX 
Therapy Plus Diet in the Treatment of Obesity in Peri and Post-Menopausal Women at 
Cardiovascular Risk (980) 

Principal Investigator: Michael Davidson, M.D. 

31. A Randomized, Double-Blind, Placebo-Controlled Trial of XXXXXX XXXXXX and 
XXXXXX Alone and in Combination in Patients with Primary Hypercholesterolemia. (993) 
Principal Investigator: Mchael Davidson, M.D. 

32. A Pilot Double-Blind, Placebo-Controlled, Randomized Crossover Study of XXXXX in Patients 
with Stable Intermittent Claudication. (A112) 

Principal Investigator: Michael Davidson, M.D. 

33. Efficacy and Safety of XXXX compared with Subcutaneous Human Insulin Therapy in Subjects 
with Type 1 Diabetes Mellitus: A Six-Month, Outpatient, Parallel Comparative Trial (1001) 
Principal Investigator: Mchael Davidson, M.D. 

34. A Double-Blind Investigation of the Efficacy and Safety of Morning vs. Evening Dosing of Two 
Doses of XXXXX Compared to Placebo in Subjects with Primary Hypercholesterolemia (1034) 
Principal Investigator: Mchael Davidson, M.D. 
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35. A Multicenter, Double-Blind, Randomized, Parallel, 36-Week, Dose Escalation Study to Evaluate 
the Efficacy and Safety of XXXXXX 40 and 80tng/day Versus XXXXXX 20, 40 and 80mg/day 
in Patients with Hypercholesterolemia (1058) 

Principal Investigator: Michael Davidson, M.D. 

36. A Multicenter Six Week Randomized Open-Label Parallel Arm Study comparing the Efficacy of 
Once Daily XXXXXX to XXXXXX in Hypercholesterolemia Patients (The Challenge Study). 

(1061) 

Principal Investigator: Michael Davidson, M.D. 

37. A Study to Evaluate the Degree of Correlation Between XXXX Ultrasound, XXXXXX 
XXXXXX, and XXXXXX as Methods to Detect Potential Fat Infiltration of the Liver 
Following 80 and 160 mg XXXX, or Placebo dosed Once Daily for 38 Days in 
Hypercholesterolemic Patients. (1077) 

Principal Investigator: Michael Davidson, M.D. 

38. Efficacy and Safety of Inhaled Compared with Subcutaneous Human Insulin Therapy in Subjects 
with Type 2 Diabetes Mellitus: A Six-Month, Outpatient, Parallel Comparative Trial.(1090) 
Principal Investigator: Michael Davidson, M.D. 

39. Efficacy and Safety of Inhaled Human Insulin Therapy in Subjects with Type 2 Diabetes Mellitus 
Not Well Controlled with Combination Oral Agents: A Three-Month, Outpatient, Parallel 
Comparative Trial (1093) 

Principal Investigator: Michael Davidson, M.D. 

40. Protein XXXX Inhibitor-Diabetic Peripheral Arterial Disease (1097) 

Principal Investigator: Michael Davidson, M.D. 

41. A Twenty-Four Week, Randomized, Double-Blind Study of the Effects of XXXXX Versus 
XXXX and Placebo Administered Orally to Patients With Intermittent Claudication Secondary 
to Petipheral Arterial Disease (1104) 

Principal Investigator: Michael Davidson, M.D. 

42. An Open-Label, Fixed Dose, Safety Trial of XXXXXX XXXXXX Tablets in Normal 
Volunteers (1244) 

Principal Investigator: Michael Davidson, M.D. 

43. A Randomized, Double-Blind Controlled Evaluation of the Lipid-Altering Effects of XXXXXX 
XXXXXX XXXXX and XXXXXX in Postmenopausal Women with Hypercholesterolemia 
(1251) 

Principal Investigator: Michael Davidson, M.D. 

44. A Randomized, Double-Blind, Active and Placebo-Controlled, Parallel Group, Multicenter Study- 
Assessing the Effect of XXXXX XXXX Plus XXXX XXXXX on Lipids in Postmenopausal 
Women (1256) 

Principal Investigator: Michael Davidson, M.D. 

45. A Multicenter, Randomized, Double-Blind, Placebo Controlled Study to Compare the Efficacy 
and Safety of XXXXXX 0.4mg and 0.8mg Versus Placebo Once Saily in the Treatment of 
patients with Hypertriglyceridemia (1260) 

Principal Investigator: Michael Davidson, M.D. 
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46. Phase II Double-Blind, Parallel Design, Placebo and Active Comparator-Controlled Trial of the 
Effects of XXXXX on Lipoprotein Metabolism, Cardiovascular Reactivity and Cognitive 
Function in Postmenopausal Women (1263) 

Principal Investigator: Michael Davidson, M.D. 

47. Multiple Dose Trial of Safety and Pharmacokinetics of XXXXX Administered in Patients with 
Hypercholesterolemia on Background Statins (1391) 

Principal Investigator: Michael Davidson, M.D. 

48. Evaluation of the Safety and Efficacy of XXXXXX: A Dose-Ranging Study (1409) 

Principal Investigator: Michael Davidson, M.D. 

49. A Multi-Center, Randomized, Double-Blind, 2 Period, Complete Block, Crossover Study to 
Evaluate the Efficacy of XXXXXX and XXXXX in Patients with Hypercholesterolemia (1419) 
Principal Investigator: Michael Davidson, M.D. (North Shore) 

50. A 12 week Randomized double-blind Placebo-controlled Multicenter Trial to Evaluate the 
Efficacy and Safety of XXXXXX and XXXXX in the Treatment of Subjects with 
Hypercholesterolemia (1436) 

Principal Investigator: Michael Davidson, M.D, 

51. A Phase I Safety and Immunogenicity Study of the XXXX Vaccine in Healthy Adults (1454) 
Principal Investigator: Michael Davidson, M.D. 

52. A Randomized Double-Blind Multicenter Trial to Compare the Short-term and Long-term 
Efficacy and Safety of XXXXX, XXXXX, and XXXX in the Treatment of Subjects with 
Hypercholesterolemia (1567) 

Principal Investigator: Michael Davidson, M.D. 

53. A Multi-Center, Double-Blind, Randomized, Single-Dose, Placebo-Controlled Study to 
Investigate the Efficacy and Safety of 20.6mg and 10.3mg XXXXXX XXXXXX in Treating 
Heartburn Symptoms Following a provocative Meal (1602) 

Principal Investigator: Michael Davidson, M.D. 

54. A Randomized, Double-Blind, Placebo Controlled Trial of XXXXXX Alone and in combination 
with XXXXX in Patients with Primary Hypercholesterolemia (2267) 

Principal Investigator: Michael Davidson, M.D. 

55. A 24-week Randomized Double-Blind Multicenter Multinational Trial to Evaluate the Efficacy 
and Safety' of XXXXX and XXXXX in the Treatment of Subjects with Heterozygous Familial 
Hypercholesterolemia (2295) 

Principal Investigator: Michael Davidson, M.D. 

56. Long-Term, Open Label, Safety and Tolerability Study of XXXXX in Addition to XXXXX in 
Subjects with Primary Hypercholesterolemia Who Have Previously Completed the 12-Week 
Double-Blind Study (Protocol Nos. P00679 or P00680) (3512) 

Principal Investigator: Michael Davidson, M.D. 

57. Long-Term, Safety’ and Tolerability’ Study of XXXXX or Placebo in Addition to XXXXX in 
Subjects With Primary Hypercholesterolemia (3585) 

Principal Investigator: Michael Davidson, M.D. 
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58. A Multi-Center, Randomized, Double-Blind, Placebo-Controlled and Open-Label Evaluation of 
the Safety and Efficacy of Dual Therapy with XXXXX Plus XXXXX When Compared to Either 
Therapy Alone in the Treatment of Patients with Simultaneous Hyperlipidemia and 
Hypertension (The AVALON Study) (3244) 

Principal Investigator: Michael Davidson, M.D. 

59. A Randomized, Placebo Controlled, Double-Blind, Parallels Design Phase III Trial of the 
Efficacy and safety of XXXXXX in Male Patients with Mile to Moderate Erectile Dysfunction 

(3322)' 

Principal Investigator: Michael Davidson, M.D. 

60. A 6-Week, Open-Label, Dose-Comparison Study to Evaluate the Safety and Efficacy of 
XXXXXVersus XXXXX, XXXXX, XXXXX, and XXXXX in Subjects With 
Hypercholesterolemia (3682) 

Principal Investigator: Michael Davidson, M.D. 

61. Clinical Protocol for a Randomized, Double-Blind, Placebo-Controlled Study of XXXXX as 
Monotherapy in Patients with Primary Hypercholesterolemia (3616) 

Principal Investigator: Michael Davidson, M.D. 

62. An Open-label, Randomized, Multi-center, Phase Illb, Parallel Group Switching Study to 
Compare the Efficacy and Safety of Lipid Lowering Agents XXXXX and XXXXX with 
XXXXX in High Risk Subjects with Type 11a and lib Hypercholesterolemia (4094) 

Principal Investigator: Michael Davidson, M.D. 

63. Clinical Protocol for a Randomized, Double-Blind, Placebo-Controlled Study of XXXXX as 
Monotherapy in Patients with Primary Hypercholesterolemia (3636) 

Principal Investigator: Michael Davidson, M.D. 

64. A Phase III, Double-Blind, Randomized, Placebo Controlled Study of XXXXX in Severely 
Obese Subjects (3696) 

Principal Investigator: Michael Davidson, M.D. 

65. Double-Blind, Placebo-Controlled, Dose Ranging Trial To Evaluate The Efficacy Of 
XXXXX On Bone Mineral Density And Markers For Bone Turnover In Postmenopausal 
Women With Dyslipidemia And At Risk For Osteoporosis (3763) 

Principal Investigator: Michael Davidson, M.D. 

66. A Single-Center, Randomized, Single-Blind, Placebo-Controlled, Phase II Study to Assess the 
Safety and Effects on HDL Cholesterol of XXXXX Vaccine in Subjects with Low HDL- 
Cholesterol (3755) 

Principal Investigator: Michael Davidson, M.D. 

67. Measurement of the Glycemic Index of a Liquid Meal Replacement (4009) 

Principal Investigator: Michael Davidson, M.D. 

68. A Multiccnter, Double-Blind, Randomized, Placebo-and Active-Controlled, Parallel Study to 
Evaluate the Lipid Altering Efficacy and Safety of XXXXX in Patients with Metabolic Syndrome 
and Dyslipidemia (4011) 

Principal Investigator. Michael Davidson, M.D. 
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69. A Comparison of Treatment with XXXXX and XXXXX Coadministration Versus XXXXX in 
Attaining the National Cholesterol Education Program (NCEP) Adult Treatment Panel (ATP) 
III Coronary Heart Disease (CHD) or CHD Risk Equivalent Strata Low-Density Lipoprotein 
Cholesterol (LDL-C) Target Level (4203) 

Principal Investigator. Michael Davidson, M.D. 

70. A Randomised, Double-Blind, Placebo-Controlled Study Of The Efficacy And Safety Of 
XXXXX Tablets In Patients With Primary Hypercholesterolemia (3713) 

Principal Investigator: Michael Davidson, M.D. 

71. A Six Week, Randomized, Open-Label, Comparative Study to Evaluate the Efficacy and Safety 
of Rosuvastatin and Atorvastatin in the Treatment of Hypercholesterolemia in African American 
Subjects (4206) 

Principal Investigator: Michael Davidson, M.D. 

72. A Multicenter, Double-Blind, Randomized, Parallel Group, 28 week Study to Evaluate the 
Efficacy and Safety of XXXXX and XXXXX Co-administration Versus XXXXX in Patients 
with Hypercholesterolemia (4223) 

Principal Investigator: Michael Davidson, M.D. 

73. An Open Label Study of Topical XXXXX Gel Applied 2 Times per Week for 3 Weeks for Each 
Recurrence of Herpes Genitalis over 52 Weeks (4347) 

Principal Investigator: Michael Davidson, M.D. 

■ 74. An Eight-Week, Parallel Group, Double-blind, Randomized, placebo- and Active-controlled, 
Multicenter Study to Evaluate the Efficacy, Safety and Tolerability of Two Formulations of 
XXXXX, Each at Two Different Doses, in Obese Subjects (4317) 

Principal Investigator; Michael Davidson, M.D. 

75. A Phase II, Randomized, Double Blind, Placebo-Controlled, Study of the Safety and Activity of 
XXXXX in Patients with Dyshpidemia (4628) 

Principal Investigator: Michael Davidson, M.D. 

76. A Dose Range Finding, Double-Blind, Randomized, Placebo-Controlled, Multicenter Study to 
Assess the Safety, Tolerability, and Efficacy of XXXXX in Obese Subjects (4690) 

Principal Investigator: Michael Davidson, M.D. 

77. A Randomized, Double-Blind, Placebo-Controlled, Multi-Center Parallel Group Phase III Study 
Measuring Effects on. Intima Media Thickness: An Evaluation Of XXXXX (4523) 

Principal Investigator: Michael Davidson, M.D. 

78. Efficacy of XXXXX as an Add-on to Simvastatin Therapy (4927) 

Principal Investigator: Michael Davidson, M.D. 
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